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REMARKS 

Claims 1-33 are pending in the application. Claims 7 and 1 1 have been amended 
as suggested by the Examiner. No new matter has been added. 

Claims 15-33 have been rejected under 35 USC§103(a) as allegedly unpatentable 
,over Cleland et al. Applicants respectfully traverse this rejection. 

The present invention is directed to an immunostimulating composition 
comprising encapsulating microspheres, wherein the encapsulating microspheres are: 

1) a poly(DL-lactide-co-glycolide) bulk matrix with 

2) an immunogenic substance made of a conformationationally native subunit of chronic 
intracellular pathogen, which in the course of natural infection with that pathogen, is 
exposed to the host immune system on the surface of free pathogen and/or pathogen- 
infected cells. 

In other words, the a protein subunit is presented to the immune system of a host 
via a microcapsule formulation. The protein subunit elicites an immune response in the 
host. 

Cleland, et al. is directed to microencapsulation of antigens and has been cited by 
the Examiner for its disclosure of encapsulating HIV. Cleland has a priority date of 
October 22, 1993. The present invention is a CIP of Ser. No. 242,960 and Ser. No. 
446,149, filed May 22, 1995. Ser. No. 242,960 is a CIP of Ser. No. 867,301 filed April 
10, 1992. 

Ser. No. 867,301, from which this application claims priority, discloses 
encapsulating antigens to prevent infections caused by virus or bacteria. This application 
discloses encapsulating protein subunits to elicit an immune response. This application 
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discloses that microencapsulation of peptide subunits potentiates immune response to 
both the native protein and its linear peptide antigens. 

These teachings pre-date the Cleland, et al. and show that the present inventors 
were the first to invent the concept of encapsulating an antigen in the form of a protein 
subunit. 

Reconsideration and allowance are respectfully requested. 
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